


Each tablet, for oral administratian, contains oxycodone hydrochloride and 
a~3ramj~Ophen in the fokwmg strengths: 

2.5 mg oxycodone MCI is eq~ive~e~t to 2.2409 mg of oxycodone. 

to of oxycodone, 

7.5 mg 
500 mg 

7.5 mg oxycodone XQ is equivalent to 6.7228 mg of oxycodone. 

IO mg oxycodone HCt is eq~~v~le~t to 8.9637 mg of oxycodone. 

Ail strengths of PEACOCET afso contain the following inactive ingredients: 
Go~~o~da# siticon dioxide, croscarmekose sodium, crospovidone, rn~cr~~~~al~~~e 
cs4lulose, pouidone, pregelatinizad starch, and steario acid. In addition, the 
2.5 mgi325 mg strength contains FD&C Red No. 40 A~~rn~~~rn Lake and the 
5 mgE329 mg stren$h Gontains FD&C Blue No. 1 Aiuminum Lake. The 
7.5 m~5QQ ma strenath contains PO&C Y&tow No. 6 A~~rn~~urn Lake and the 

A~e~m~nophe~, 4’-hydroxyacetaniiide, is a non-opiate, non-saficylate analgesic 
and antipytehc which occurs as a white, odorless, crystailine powcfer, 
possessing a s~~g~~ty bitter taste. The motecuiar formula fat acetaminophen is 
C,W,NQ, and the mofecuiar weight is $51 .t7. It may be represented by the 
fo44owj~g structural formula: 

Oxycodone, t4-hydroxydihydrocodeinontt, is a semisynthetic pure opioid 
agonist which occurs as a white, odorless, crystalline powder having a satine, 
bitter taste. The motsculat formula far oxycadone ~ydrochioride is 
C,,H,,NU,~HCL and the molecular weight 35t.83. It is derived from the opium 
atkaloicf theba~~e, and may be represented by the foi~owing structural torn&a: 

The prrncipal ingredient, oxycodone, is a sern~sy~thet~~ opioid analgesic with 
multiple actions q~a~~tat~ve~y sim4ar to those of morphine; the most prominent 
involves the central nervous system and organs camposed of smooth muscle. 
The prrncipat actions of therapeutic value of the oxymdone in PERCUCET are 
ana~gesla md sedation. 

Oxycodone is similar lo codeine and methadone in that it retains at least one- 
half of its analgesic activity when adm~~~atered orally. 

PERCOCET {Oxyoodone and Acetamtnophen Tablets, tJSP] is indicated for the 
relief of moderate to moderately severe pa&. 

PERCOCET should not be administered to patients who are ~yper~e~~it~ve to 
oxycocEone, acataminophen, or any other components of this product. 

Oxycadane can produce drug dependence of the morp~j~e type and, therefore, 
hae the potential for being abused. Psychic dependence, physical dependence 
and tolerance may develop upon repeated adrn~nj~trat~o~ of PERCOCET, and it 
should be pr@ecribed and adm~#~~~ered with the same degree of caution 
approprrate to the us8 of other oral opiord-containing medications. Like other 
o~jo~d~ontai~~~g medications, PERCOCET is subject to the federal Controlled 
Substances Act (Schedule II). 

Head Injury and Inwsased Intracranial Pressure: The respiratory 
depressant effects of opioids and their capacity to etevate ~ere4ro~p~na~ fluid 
pressure may be markedly exaggerated IR the presence of head injury, other 
intracranial lesions or a pre-existing increase in intracranial pressure. 
Fur%ermore, opiords produce adverse reactions which may obscure the clinical 
cwrse of patients with head injuries. 



Special Risk Paffenfs; PERCQCET should be given W&I caution to certain 
patients such as the elderfy OF debilitate& and those with severe impairment of 
hepatic or renal functmn, hyp~t~yrQ~d~sm, Addison’s disease, and prostatic 
hype~f~pby or urethrai stricture. ./ 

l~~~rmat~o~ for Patiants . 
Uxycodane may rmpair the men&i and/or physical abilities required fcrr the 
performaflc% 01 poterkatty hazardous task3 St& as driving a car of opsrating 
machinery. The patient using PERCUCET 3houid be cautioned accordingly. 

Patients receiving other opioid analgesics, genera! anesthetics, phenolhiarines, 
Qlher traRqUilizeFS, Sedat~ve-~y~n~t~~S 01 other CNS depfeSSaNS (including 
atcohoi) c~n~Qmita~tly with PERCOCET may exhibit an.additive~ CNS 
depmssion. When such combinecf therapy is contemplated, the dose of one OF 
bath agsnts shoutd be reduced. I : 

The GDfl~urrenr us8 of anticholinefgrcs wttb apiaids mey produce paralyfic ilevs. 
. . 

Usage in P?~gRaRoy 
~@ratagenic Effecfs; Pregnancy Category FZ: Animal reproductive studies 
have not been conducted with PERCOCET. It is atso not knawn whether 
PERCOCET can cause fetal harm when admj~jst~Fed to a pregnant warnan QI 
can ailed rsprodudve capacity. PERCQCET s~Q~ld not be given to a pr6g~a~t 
woman ttnless m the ~~dgmeR1 of the physician, the par~Ila~ be~$fifs outweigh 
the possible hazards. 

~a~tere~og~~ja Effects: Use of oproids during pregnancy may produce 
physical dependence in the neonate. . 

Lsbar and ~~~~ve~; As with all opiords, adm~n~3trat~Qn of PEfXXXET to the 
mather shortly befoss delivery may result in 30me degr8e of fe3p~fat~ry 
d~pr83sjo~ in the newborn and the mother, especraliy if higher doses are used. 

It is not known whether PERCQCET is excreted in human milk, Because many 
drugs are 8xcreted in human milk, cautron shoutd be exercised when 
PERGOCET is administered to a nursing wQman. 

Safety and e~~~t~veness in pediatrtc pa&e& have not Men estabtihed. 

?%a most fxequentty &served adverse reactions rncfude ti~ht~esdedne3s~ 
dizzinass, sedatkm, nausea and vomitrng, These effects seem to be mere 
~romiRenr in ambulaIarj than in nonambufatory patients, and sons of these 
adverse reacti-ans may be afleviated gf the patriot lies doWfl. 

Other adveFse Feacfl5nS include euphona, dyspharia, ~onstipat~Q~, skin rash 
and pruntus. At hi@‘ieF doses, oxycodone has most of the disadvantages of 
rn~pb~ne in&c&q raqiratory depression. 

. 

QXYGU~QR~ c8n produce drug dependence and has the potentiai for being 
abused (See WA~~~~~S). 

.!S$ns and ~~mptums: In acute a~et~m~n~pbe~ ovtlrdosage, dose-dependent, 
~~tentjatty fatal hepatic necrosis is the most seriaus ad\isrse effect. Renal 
tubular necrosis, hypoglycemic coma af?d t~rombocytop~~ja may also occur. 

In adults, hepatic toxiclty has’rarely been repa&d with acute overdoses of less 
than $0 gmm and fatalities with tass than IS grams. Importantly, young 
&tldFeff seem to be mdre resistant than a&&s to the hepatotoxic effect of an 
acetaminophen averdose. Oespite this, the measures outlined below should be 
Initiated in any a&it OF child suspected of having ingested an ac~t~rn~n~p~e~ 
averdosst. 

Early symptoms faitowmg a potentially hepatotoxic overdoss may include: 
nausea, wamjtjng, diaptioresis and geneFal malaise. Clinical and laboratory 
evidence of hepatic toxicity may not be apparent until 48 to 72 haurs posf- 
ingestion. 

~r88~~3nt; The stomach should be emptied promptly by tavage or by 
induiction af WRSS~S with syrup of ipecac. Patient‘s estimates of the quantity of a 
drug ingested are notoriously unreliabie. Therefore, i? an a~etarn~~op~e~ 
overdose IS suspected, a 3ePOm a~%tami~Qph~n assay should be obtained as 
eariy as passible,.but no 30017er than fout hours fallowing ingestion, Liver 
fiit?Zion stirdies should be obtained initially and repeated at 24-hour inteFvral3. 

The antid&e, N-acetykys&ins, should be admrntstered as early as possible, 
p~ef~rabty within $6 hours of the overdose ingestion for optimal results, but in 
any CXSB, WI~I-GI 24 hours. F~ll~wj~g recavary, there are no residUa6 structural, 
of f~n~rione~ hspafrc a~n~rrna~~tl~s. 

Si@?s and S~mpiffms: Ssrious overdosage with oxycodone is characterczed 
by respiratory depressran (a decrease in respiratory rate an&or tidal volume, 
Chayns-Sk&es resptration, cyanosis), extreme samnolence progressing to 
stupor or coma, skeletal muscle flaccidity, cold and clammy skin, and 
sometimes bradycardia and hyp~t%~sjQn. fn severe overdosage, apnea, 
circulatory coilapse, cardrac arrest and death may occUF. 

Treatment: Primary attention should be given to the Feestab~~shmenf of 
adequate fesplratofy ff~c~~~ge t~r~~g~ pFOVi$~Q~ of a patent aiiway and ths 
institut~~4-1 of assisted of controi~ed wentllation. The ffpi~~~~tag~#~3t nalax~ne 
hydrQc~~tor~de IS a specific antidots against respira&?y depressmn which may 
result from overdosage or unusus~ sensitivrty to apiords, l~~lu~~~g oxycodana. 
Therefore, an appf~pr~ate dose of naloxone hydrochlorida {usual imtral ad&t 
dose 0.4 mg to 2 mg) should be adm~n~s~ef~d preferably by the intravenous 
route, and Simultan~Q~sly with effarts at respiratory Fesu3~~~t~~n (see package 
insert). Since the duration of action of oxycodons may exceed that of the 
antagonist, the patient shG,uM be kept under continued su~v~i~fan~e and 
repeated doses of the antagonist should be ad~~~jstared as needsd to msinta~n 
adequate respiration. 

An antagonist should not be adm~~~st~red tn the absence of @inicaily significant 
respifatory or cardiovascular depression. Oxygen, intravenous Ituids, 
vasapressars and other supportive measures should be empbyed as indrcatsd. 

Gastnc emptying may be usefui in r3m~v~~g unabsorbed drug. 

Rosage should be adjusted according to the sevsrlty of the pain and the 
response of the patient. It may o~~as~~~a~ly be necessary to exceed the r~sual 
dosage recammended betow n cases of mare severe pain or in those patients 
wha have become tolerant to the analgssrc effect af apiaids. PERCOCET 
(Oxycadone and Acetammaphen Tablets, USP) is given oraffy. 

Percocet 2.5 mgf325 mg 
The usual adult dosage is ane or Two tablets aveq six hours. ‘fhe total daily 
dose of aeetamrnophen should not exceed 4 grams. 

Percocet 5 mg1325 13-g; Percurxtt 7.5 mg/EiOO mg: Percacet lb mgf350 mg 
The usual adult dosage is one tab& every 6 hours as needed for pain. The 
total daity doss ot acataminophen should not exceed 4 grams. 

Stfeengtk 
Percoeet 2.5 mg/ 325 mg 
Perctxet 5 mg/325 rng 
Percocet 7.5 mgf500 mg 
Percocet f O mg/656 mg 

Maxima& DaiZy Dose 
12 Tablets 
32 Tablets 
8 Tablets 
6 Tablets 

PERCOCET ~Oxycodone and A~etam~nop~en Tablets, USP) are supposed as 
follows: 

2.5 mgf325 mg 
Pink oval tablet 
embossed wrth Unit dose package N5C 334814i27~75 
“PERGOCET” on one of $00 tabiets 
side and “2.Y on the other. 

5 mg/325 mg 
Rkt8, round, tablet, 
embossed with 
“PERCOCET” and “5” on 
one side and brsect on 
the other. 

Unit dose package 
of 100 tablets 

7.5 mg/500 mg Bofties of 100 NOC (iJ48 l-62 1 -TO , 
Peach capsule-shaped Bottles of 500 NRC 63481-fj2‘I-85 
tablet embossed with Unit dose package NRC 63481-321-75 
“PERCUCET” an me of 100 tablets 
side and “7.5” on the, other. 

$0 mg/650 mg 80ttl83 ab 100 NW 6348f -622-70 
Yellow ovaf fabrer Battles of 500 P4oc 634Bf -6224% 
embossed wrth Unit dQS8 package NRC 6348 I -522-75 
“PERCQCET” an one of raa tablets j 
side and “10” on the other. 

Store at controtied room temperature 15”~30°C (59”436”F). 

Dispense in a tight, light-resistant 
resistant closure (as required). 

container as defined in the GSP, with a child- 

OEA Order Form Requrred, 

Endo PBarmacsutieak5 ktc. 
Chadds Ford, Pennsyfvania f93f 7 

d 0” 
Manufactured by: 
DuPont Pharma 
Wiim~~gton~ Delaware 19880 

PERCOCET@ is i Registarsd Trademark of Endo Pharmaceuticals Inc. 
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